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DETAILED ACTION 
Specification 

1 . The abstract of the disclosure is objected to because it includes phrases which can be 
implied such as . . is disclosed . . . Correction is required. See MPEP § 608.01(b). 

2. Applicant is reminded of the proper language and format for an abstract of the disclosure. 

The abstract should be in narrative form and generally limited to a single paragraph on a 
separate sheet within the range of 50 to 150 words. It is important that the abstract not exceed 
1 50 words in length since the space provided for the abstract on the computer tape used by the 
printer is limited. The form and legal phraseology often used in patent claims, such as "means" 
and "said," should be avoided. The abstract should describe the disclosure sufficiently to assist 
readers in deciding whether there is a need for consulting the full patent text for details. 

The language should be clear and concise and should not repeat information given in the 
title. It should avoid using phrases which can be implied, such as, "The disclosure concerns," 
"The disclosure defined by this invention," "The disclosure describes," etc. 

3. The disclosure is objected to because of the following informalities: typographical error 
on page 3, Une 13 and typographical error on page 11, Une 10 where "26a" should be changed to 
-126a-. 

Appropriate correction is required. 

Claim Rejections - 35 USC § 112 

4. The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

5. Claims 13-14 rejected under 35 U.S.C. 1 12, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim the subject matter which applicant regards as 
the invention. 

6. Claims 13-14 each recite the Umitation "the at least one lumen" in lines 1-2. There is 
insufficient antecedent basis for this limitation in the claim. 
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Claim Rejections - 35 USC § 102 

7. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(a) the invention was known or used by others in this country, or patented or described in a printed publication in this 
or a foreign country, before the invention thereof by the applicant for a patent. 

(b) the invention was patented or described in a printed publication in this or a foreign country or in pubhc use or on 
sale in this country, more than one year prior to the date of apphcation for patent in the United States. 

(e) the invention was described in (1) an application for patent, published under section 122(b), by another filed 
in the United States before the invention by the applicant for patent or (2) a patent granted on an application for 
patent by another filed in the United States before the invention by the applicant for patent, except that an 
international application filed under the treaty defined in section 351(a) shall have the effects for purposes of this 
subsection of an application filed in the United States only if the international application designated the United 
States and was published under Article 2 1 (2) of such treaty in the English language. 

8. Claims 1, 3, 5, 1 1 and 13 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Xavier (5,458,631). 

Regarding claim 1, Xavier shows an elongated lead body (12) having opposed proximal 
and distal end portions and having at least one lumen (17) extending therethrough; an electrode 
assembly (14) operatively associated with the distal end portion of the lead body; a connector 
assembly operatively associated with the proximal end portion of the lead body, the connector 
assembly having an engagement stem (26) depending therefrom and a ported connector fitting 
(threaded syringe fitting) having a body with an engagement bore and having at least one 
passageway extending therethrough, in communication with the engagement bore (Col. 6, line 
10-44; Figs. 1-2), 

With respect to claims 3 and 1 1 , Xavier shows the engagement stem (26) of the connector 
assembly and the engagement bore of the ported connector fitting are threaded (Col. 6, line 10- 
44; Figs. 1-2). 


Application/Control Number: 10/623,200 Page 4 

Art Unit: 3766 

Regarding claims 5 and 13, Xavier shows at least one lumen (17) formed in the lead body 
has an outlet port (30) at the distal end of the lead body (Fig. 2). 

9. Claims 1-2 and 4-10 are rejected under 35 U.S.C. 102(a, e) as being anticipated by 
Clemens et al. (2002/0077684). 

Regarding claim 1, Clemens shows an elongated lead body having opposed proximal and 
distal end portions and having at least one lumen extending therethrough; an electrode assembly 
( 1 6) operatively associated with the distal end portion of the lead body; a connector assembly 
(50) operatively associated with the proximal end portion of the lead body, the connector 
assembly having an engagement stem (54) depending therefrom and a ported connector fitting 
(58) having a body with an engagement bore and having at least one passageway (104) extending 
therethrough, in communication with the engagement bore (Fig. 1). 

With respect to claim 2, Clemens shows the ported connector fitting (58) has a bifurcated 
body that includes a first portion having a first passageway extending therethrough (60), in 
communication with the engagement bore, and a second portion having a second passageway 
(61) extending therethrough, in communication with the engagement bore (Fig. 1). 

Regarding claim 4, Clemens shows at least one passageway formed in the ported 
connector (58) fitting has a funnel-shaped inlet region (where stylet assembly 62 is introduced). 

With respect to claims 5-6, Clemens shows at least one lumen (114) formed in the lead 
body has an outlet port at the distal end of the lead body and at least one lumen (104) formed in 
the lead body has an outlet port (102) at a location spaced from the distal end of the lead body 
(Fig. 2). 
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Regarding claim 7, Clemens shows the electrode assembly is bipolar and includes a distal 
tip electrode (16) and a proximal ring electrode (20) (Fig. 2). 

With respect to claim 8, Clemens shows a helical conductor coil (138, 140) extending 
through the lead body for connecting the electrode assembly with the connector assembly (para. 
[0047]). 

Regarding claim 9, Clemens discloses a helical fixation screw operatively associated with 
the distal end of the lead body for actively securing the lead to cardiac tissue (Col. 7, line 46-5 1). 

With respect to claim 10, Clemens shows a plurality of flexible tines (162) provided at 
the distal end of the lead body. 

The statements of intended use have been carefully considered but are not considered to 
impart any further structural limitations over the prior art. 

Claim Rejections - 35 USC§ 103 

10. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

11. Claims 1 1-18 are rejected under 35 U.S.C. 103(a) as being unpatentable over Clemens et 
al. (2002/0077684) in view of Westlund et al. (2002/0077683) 

Regarding claim 1 1, Clemens shows an elongated lead body having opposed proximal 
and distal end portions and having a lumen extending therethrough; an electrode assembly (16) 
operatively associated with the distal end portion of the lead body; a connector assembly (50) 
operatively associated with the proximal end portion of the lead body, the connector assembly 
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having an engagement stem (54) depending therefrom and a ported connector fitting (58) having 
a body with an engagement bore and having at least one passageway (104) extending 
therethrough, in communication with the engagement bore (Fig. 1). 

Although Clemens shows a connector assembly with an engagement stem (54) and ported 
connector with an engagement bore, and it isn't clear how they are coupled, Clemens fails to 
show the engagement stem and engagement bore are threaded. Attention is directed to Westlund 
who shows a similar connector assembly (860) and ported connector (820) that utilizes threads 
for coupling the connector assembly and ported connector (Fig. 9). It would have been obvious 
to one with ordinary skill in the art at the time the invention was made to employ threads on the 
engagement stem and engagement bore for the coupling of the engagement stem and engagement 
bore of Clemens wherein so doing would amount to mere substitution of one functional 
equivalent for another that would work equally well on the Clemens device. MPEP 2144.06, In 
re Fout, 675 F.2d 297, 213 USPQ 532 (CCPA 1982). 

Regarding claim 12, Clemens shows at least one passageway formed in the ported 
connector (58) fitting has a funnel-shaped inlet region (where stylet assembly 62 is introduced). 

With respect to claims 13-14, Clemens shows at least one lumen (114) formed in the lead 
body has an outlet port at the distal end of the lead body and at least one lumen (104) formed in 
the lead body has an outlet port (102) at a location spaced fi-om the distal end of the lead body 
(Fig. 2). 

Regarding claim 15, Clemens shows the electrode assembly is bipolar and includes a 
distal tip electrode (16) and a proximal ring electrode (20) (Fig. 2). 
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With respect to claim 16, Clemens shows a helical conductor coil (138, 140) extending 
through the lead body for connecting the electrode assembly with the connector assembly (para. 
[0047]). 

Regarding claim 17, Clemens discloses a helical fixation screw operatively associated 
with the distal end of the lead body for actively securing the lead to cardiac tissue (Col. 7, line 
46-51). 

With respect to claim 18, Clemens shows a plurality of flexible tines (162) provided at 
the distal end of the lead body. 

12. Claims 19-22 are rejected under 35 U.S.C. 103(a) as being unpatentable over Clemens et 
al. (2002/0077684) in view of Westlund et al. (2002/0077683) and further in view of Alt 
(5,868,245). 

Regarding claim 19, Clemens shows an implantable lead having an elongated lead body 
with a lumen extending therethrough; and including a connector assembly (50) operatively 
associated with a proximal end portion of the lead body, the connector assembly having an 
engagement stem (54) depending therefrom; at least one ported connector fitting (58) having a 
body with an engagement bore and having a passageway (104) extending therethrough (Fig. 1). 

Although Clemens shows a connector assembly with an engagement stem (54) and ported 
connector with an engagement bore, and it isn't clear how they are coupled, Clemens fails to 
show the engagement stem and engagement bore are threaded. Attention is directed to Westlund 
who shows a similar connector assembly (860) and ported connector (820) that utilizes threads 
for couphng the connector assembly and ported connector (Fig. 9). It would have been obvious 
to one with ordinary skill in the art at the time the invention was made to employ threads on the 
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engagement stem and engagement bore for the coupling of the engagement stem and engagement 
bore of Clemens wherein so doing would amount to mere substitution of one functional 
equivalent for another that would work equally well on the Clemens device. MPEP 2144.06, In 
re Font, 675 F.2d 297, 213 USPQ 532 (CCPA 1982). 

Although Clemens and Westlund fail to show an enclosure, attention is directed to Alt 
who teaches it is well known to utilize enclosures in order to maintain implantable devices and 
tools in sterile condition between manufacture and use (Col. 1, lines 19-25). Therefore, it would 
have been obvious to one with ordinary skill in the art at the time the invention was made to 
include an enclosure for the kit of Clemens as modified by Westlund since Alt teaches that it is 
well known to utilize enclosures or packaging in order to maintain implantable devices and tolls 
in sterile condition between manufacture and use. 

Regarding claim 20, Clemens shows a lumen (114) extending through the lead body and 
a multi-ported connector fitting having a bifurcated body having a first passageway (60) 
extending therethrough and a second passageway (61) extending therethrough (Figs. 1-2). 

With respect to claim 21, Clemens shows an elongated guidewire (115) (Fig. 2). 

Regarding claim 22, Clemens discloses a helical fixation screw operatively associated 
with the distal end thereof and the kit includes a stylet (62) of the lead body for actively securing 
the lead to cardiac tissue (Col. 7, Une 46-5 1). Clemens further discloses that the stylet can be 
screwdriver tipped stylet via incorporation by reference of U.S. Pat No. 4,350,169 (paras [0049- 
0050]). 

The statements of intended use have been carefully considered but are not considered to 
impart any further structural limitations over the prior art. 


Application/Control Number: 10/623,200 
Art Unit: 3766 


Page 9 


Conclusion 


Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Kristen Mullen whose telephone number is (571) 272-4944. The 
examiner can normally be reached on M-F, 10:30 am-6:30 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Robert E. Pezzuto can be reached on (571) 272-6996. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 


Kristen Mullen 
Patent Examiner 
Art Unit 3766 
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